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O BHeceHHH H3MEHEeHHIH
B NOPSIAOK BHIAAYM pa3pelleHHs Ha NPOBeJeHHe KINHAYECKOro HCcieJOBaHN
JIEKapCTBEHHOIO Npenapara A/ MeAHIHHCKOr0 NPpAMeHeHH s,
YTBepKAeHHBI NPHKa30oM MUHHCTEPCTBA 31PaBOOXPaHEHHS
H conuajibHoro passutus Poccniickoit ®epepanun or 26 aBrycra 2010 r. Ne 748n

IlpukxasmBal:

YTBepIUTh HpHIaracMble H3MEHEHHS, KOTOpbIE BHOCATCA B IOPSAAOK BHLIAYU
paspellleHHs Ha NpOBENEeHHEe KIMHHUYECKOTO HCCIIeNOBAaHUS JIEKapCTBEHHOIO Ipenapara
IS MEOWIMHCKOTO  IIPUMEHEHHs, YTBEpXKICHHBIH IpHKa3oM MuHucTepcTBa
3[paBOOXpaHEHUs M COLHMANBbHOrO pa3Butus Poccmiickoit denepamuu ot 26 aBrycra
2010 r. Ne 7481 (3apeructpupoBaH MunuctepcTBoM rocTHmu Poccutickoit deneparmu
31 aBrycra 2010 r, peructpanuonHsiii Ne 18317).

Mustactp B.H. Cxsopuosa
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VTBEPXIEHBI

nprKa3oM MUHHCTEpPCTBA 3APaBOOXPAHEHIUS
Poccuiickoit @enepauuu

ot «73» _ MapToL 2015 . Ne

H3menenns,

KOTOpPbIe BHOCSITCS B NOPAAOK BbIAa4H pa3pellieHAs Ha NPOBeJeHHe
KJIHHHYECKOro HCCJIeJ0BAHHUSA JIEKAPCTBEHHOI0 NpenapaTa 1Jisi MeIHIHHCKOT0
NpHMeHeHHs, yTBep:kIeHHbIH npaka3oM MuHHCcTepcTBa 3APABOOXPAHEHHS
H conuabHoro passutus Poccuiickoii ®exepanun ot 26 aBrycra 2010 r. Ne 748n

1.B ab3ane nepBom myHkTa 5 cnoBa «MMHUCTEPCTBO 34paBOOXpaHEHUS
U conuanbHoro passurus Poccuiickoit @epepanum» 3ameHUTH cioBaMu «MuHHCTEPCTBO
3apaBooxpaHeHus Poccuickoit @enepauuny.

2. B myHKTe 6:

a) MOJITYHKT 2 U3JI0XKUTH B CIeNyIolel pefaKiyu:

«2) Ko JoroBopa 00A3aTeNBHOr0 CTPaXOBaHUA JXM3HH, 30pOBbA IMAlHEHTOB,
y4acTBYIOIIMX B  KIMHWYECKOM  HCCIENOBaHMM  JIEKAPCTBEHHOIO  IIpemapara
OIS MEIOUIMHCKOTO IPUMEHEHHS, 3aKII0YeHHOI0 B COOTBETCTBHM C THIIOBBIMH
IpaBWIaMH O0s3aTeIbHOTO CTPaxOBaHUA XXU3HU M 37I0pOBbs IALMEHTa, YYaCTBYIOIIETO
B KIMHWYECKMX HCCIEJOBaHHAX JIEKAPCTBEHHOIO IIperapara, YTBEPXAECHHBIMU
nocraHoBineHueM IIpaBurenscTBa Poccuiickoit ®enepamuu ot 13 cenrabps 2010 r.
Ne 714, ¢ yKkasaHMeM IpeNeNBHOM YHCIEHHOCTH IALMEHTOB, Y4acCTBYIOLIMX
B KIMHWYECKOM HCCIEOBaHMH JIEKAPCTBEHHOrO Ipemnapara Uil MeIUIMHCKOTO
IpPUMEHEHNS;);

6) JOTONHUTE MOAITYHKTAaMH 3 ¥ 4 ClIeYIOIIEro CONepKaHMs:

«3) cBelcHU O MEOUIMHCKUX OpraHM3alMsX, B KOTOPBIX IIpeIojaraercs
IpOBeJicHUE KIIMHUYECKUX UCCIeJOBaHNM JIEKAPCTBEHHOTO IperapaTa st MeJHIIHHCKOrO
npuMeHeHHs (NOJIHOE U COKpalmleHHOe HAaMMEHOBAHHS, OpPraHM3allMOHHO-IIPaBOBAas
popma, MECTO HAXOXK/IEHUS H MECTO OCYIIECTBICHHUS JeSTeIbHOCTH, TeaedoH, Tenedakc,
aJ[pec SNEKTPOHHOM II0YTHI MEJUIMHCKOH OpraHu3aliH);

4) mpenmonaraeMele  CpOKM  INPOBEACHHS  KIHHHYECKOTO  HCCIEHOBAHMA
JIEKapCTBEHHOIO Mpenapara U1 MEAULMHCKOTO IPAMEHEHHA. ).

3. IIyHkT 7 JONONHUTH NOAIYHKTaMH 7 U 8 CIEYIOIIErO CONEPHKAHMS:

«7) IOKyMEHT, COCTaBIEHHBIH IPOM3BOJMTENEM JIEKAPCTBEHHOTO Ipenapara
M CONepXallWi  IOKasaTeNW  (XapaKTepHCTHKH) JIEKAPCTBEHHOTO  IIperapara,
IPOU3BENECHHOIO IS IPOBEJECHHUS KIMHUYECKHX HUCCIIeIOBAHUIA;

8) nHQOpMalMIO O BBILIATAX M KOMIIEHCAIMAX IIalMEeHTaM  (3TOPOBBIM
noGpoBonslaM, 60IBHEIM), IPHBIECYEHHEIM K IPOBEICHHIO KIMHHIECKUX HCCIEIOBAHHN
JIEKapCTBEHHOI'0  Iperapara Ul  MEJWIUHCKOTO IpPUMEHEHHs, HCCIeXOBaHU
OMOSKBUBAJIEHTHOCTH M (WIIH) TepaneBTHYECKOH S3KBUBAICHTHOCTH.).

' Co6panme 3akoHoaaTenscTBa Poccuiickoit ®eneparm, 2010, Ne 38, cr. 4832; 2011, Ne 22, ct. 3171; 2012, Ne 37, ct. 5002.



4. B nmyHkre 8:

a) B ab3ame mepBOM CIlIOBa «B IMyHKTaX 6 M 7» 3aMEHHUTH CIOBAMH «B IIyHKTE 6»,
cioBa «MHUHHCTEpCTBa 3/pPaBOOXpaHEHUS M COLHMaIbHOro pasBuTHA Poccuiickoit
Denepanmy 3aMeHHTh cioBaMu «MUHHCTEpCTBa 3ApaBoOXpaHeHus Poccuiickoii
Denepaunny;

6) TOAIYHKT 1 M3JI0XHUTE B CIEAYIOMIEH peJaKI[iu:

«1) mpoBoUT INpPOBEPKY MOJHOTEL M JOCTOBEPHOCTH CBEACHHH, CONEpXKaIUXCs
B IIPEeJCTABJICHHBIX 3asBHTENIEM MaTepuanax. B cioydae BBIABIEHHS HEIOCTOBEPHOCTH
CBeIEeHHH, COJepXKaluXcs B Ipe/CTaBlIeHHBIX 3ajiBUTENEM Marepuanax, MUHHUCTEpCTBO
3npaBooxpaneHus Poccuiickoit Demepaliuy HaIpapiseT 3asBUTENIO 3a1poc 00 YTOYHEHUH
yKa3zaHHBIX CBefeHui. JlaHHEBIA 3ampoc MoxeT OBITh IepelaH YIOIHOMOYECHHOMY
IPEACTAaBUTENIO 3aiBUTENS JIMYHO IIOA pAacIHCKy, HanpaBiIeH IO II0YTe 3aKa3HBIM
NMCBMOM WM IlepefiaH B JJIEKTPOHHOM ¢opMe MO TeleKOMMYHHMKAI[MOHHEIM KaHaJlaM
CBA3UM. B ciydae HampaBieHHMA [JaHHOIO 3ampoca II0 IIOYTe 3aKa3HbBIM IHCEMOM
OH CYUTAETCs IIOJy4EHHBIM II0 UCTEYCHUM LIECTH JHEH C JaThl HAIllpaBICHHS 3aKa3HOTO
IIICHMa;).

5. HononHuts MyHKTOM 8.1 cliefyromero conepxanus:

«8.1.B cmyyae nomydeHWs paspelleHHS Ha IpPOBEJEHHE MEXIYHAPOIHOIo
MHOT'OIIEHTPOBOI0  KJIMHMYECKOI'0 HCCIEJOBaHUSA JIEKAPCTBEHHOTO IIperapara HIId
IIOCTPErMCTPAIMOHHOIO  KJIIMHWYECKOrO MCCIEOBaHHUS JIEKapCTBEHHOIO IIpemapara
JenaprameHT MumnucrepctBa  34paBOOXPaHEHHS Poccuiickoit Denepaimu,
OTBETCTBEHHBIH 3a BBLAAYy pa3pelleHus:

1) B cpok, He npeBbIIAONHH naTH paboYrX OHEH CO MHA IMPUHATHA 3aABICHUS Ha
BBITaqy pa3spelIeHHs U JOKYMEHTOB, yKa3aHHBIX B IIyHKTe 7 Hactosmero ITopsaxa:

IIPOBOAMUT IIPOBEPKY IIOJNHOTEI M JOCTOBEPHOCTH CBEICHUWH, COHEpIKaIuXcs
B IIPe[CTaBICHHBIX 3asBHUTEJEM JOKyMEHTaX. B ciydae BEIABICHHSA HEXOCTOBEPHOCTH
CBEJICHUH, COAepXKalMXCsA B NPEICTAaBICHHBIX 3asiBHTENIEM MaTepHaliax, MUHHCTEPCTBO
3mpaBooxpanenus Poccuiickoii ®enepanyy HanpapiieT 3aIBUTENIO 3apoc 00 yTOYHEHNH
yKasaHHBIX cBeleHWd. J[laHHBIA 3ampoc MoxeT OBITh IepelaH YHOJHOMOYEHHOMY
IPEACTaBUTEIIO 3asABUTENS JMYHO IO paCIUCKy, HampaBleH II0 IIOYTe 3aKa3HBIM
[IMCPMOM HIIM IepelaH B 3JIEKTPOHHON (opMe IO TeJeKOMMYHHKAI[HOHHBIM KaHaJlaM
CBs3H. B ciyyae HampaBleHHS [aHHOrO 3ampoca IO IOYTEe 3aKa3HBIM ITHCEMOM
OH CYMTAETCs IIOJYYCHHBIM IO MCTEYEHMH LIECTH AHEH C JaThl HallpaBlIEHUS 3aKa3HOTO
IIMCEMa;

NPUHMMAET DEINEHHE O IPOBENCHHM OKCIEPTHU3Bl JOKYMEHTOB I IIONYYCHHA
PaspellCHHs. Ha TIPOBEJCHHE MEXIYHapOAHOTO MHOIOIEHTPOBOTO KIMHHYECKOTO
HCCIICNOBAHU JICKAPCTBEHHOTO MpelapaTa WiIM NOCTPETHCTPALMOHHOIO KIMHHYECKOTO
WCCJIC0BAHMS JICKAPCTBEHHOTO IpelnapaTta M 3THYEeCKON OSKCIIEpTH3El Ju60 06 oTkase
B [IPOBE/ICHUH YKa3aHHBIX SKCIIEPTH3;

YBEAOMIISET 3asBHTEN B IIMCbMEHHOM (opMe O HamnpaBlIeHHH JOKyMEHTOB Ha
yKasaHHBIE ~ OKCHEPTH3BI HMIM o0 oOTKase B  HApaBIEHUH JOKYMEHTOB
Ha 9KCIIEPTHU3EI C YKa3aHUEM IIPUYHH TaKOTO 0TKAa3a,



2)B CpoK, He IpeBBHIUAIONME mITH pabodymx [HEH CcO JHA MOCTYIUICHHUS
pe3yNBTaTOB KCIEPTH3, YKa3aHHEIX B ab3ale TpeTheM HOAIMyHKTa | HacTOsIIero IMyHKTa:

IpHHIMAeT pelleHHe O BbIJaye paspelieHUs Ha IIPOBEJEHHE MEXTyHapOXHOro
MHOTOLIEHTPOBOIO  KJIMHMYECKOTO  MCCNIEeNOBaHMA  JIEKapCTBEHHOrO  Mpernapara
WM IOCTPErHCTPAllMOHHOIO KIMHHUYECKOTO HCCIIeJOBAHWS JIEKApCTBEHHOIO Iperapara
60 06 0TKa3e B BBIAa4e COOTBETCTBYIOLIETO Pa3pelleHus;

BBIAET 3asBUTENIO paspelleHHe WIH YyBEAOMISET 3asBUTENII B IHCHMEHHOM
¢opme 06 oTKa3e B BEIAaUe pa3pelleHns ¢ yka3aHueM IPHYMH TAKOTO 0TKAa3a.).

6. ITyukt 11 monomHUTE MoAMyHKTaMu 3 ¥ 4 ClIeIyIOMIero COAepKaHws:

«3) HenpecTaBleHHe 3asgBUTEIEM B YCTAHOBJIEHHEIM CPOK OTBETa HA YKA3aHHEIH
B noAmyHKTe 1 mynkra 8, ab3amne BropoM mopmynkra 1 myrkra 8.1 nacrosmero ITopsaka
3anpoc MuHHCTEpCcTBa 3apaBooxpaneHus Poccuiickoit Oenepanum;

4) HanM4Ue 3aKFOYEHNT KOMUCCHH HKCIIEPTOB WM 3aKIFOYEHHS COBETA 110 3THKE
0 HEBO3MOXXHOCTH IIPOBE/ICHHA KIMHUYECKOTO HCCIIEOBAHHUS JIEKapCTBEHHOTO TIpenapara
ANA  MEIUIMHCKOrO INPHMEHEHHA [0 pe3ylNbTaTaM IPOBENEHHBIX  SKCIIEPTH3,
npenycMOTpeHHbIX craTheil 20 Penepansroro 3akoHa ot 12 ampens 2010 r. Ne 61-03
«O6 obpameHny eKapcTBEHHEBIX CPEACTBY. ).



